United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 



Charles J. Link JR. 



22885 7590 07/27/2009 FXAMTNFR 

MCKEE, VOORHEES & SEASE, P.L.C. I 

80 1 GRAND AVENUE holleran, anne l 

SUITE 3200 I 

DES MOINES, IA 50309-2721 I art unit 



PAPER NUMBER 



NOTIFICATION DATE | DELIVERY MODE 
07/27/2009 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 

following e-mail address(es): 

patatty@ipmvs.com 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/682,178 


Applicant(s) 
LINKET AL. 


Examiner 

ANNE L. HOLLERAN 


Art Unit 

1643 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 13 April 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-74,85 and 99-103 is/are pending in the application. 

4a) Of the above claim(s) 5-33,35-65 and 69-74 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-4,34,66-68,85 and 99-103 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090721 



Application/Control Number: 10/682,178 Page 2 

Art Unit: 1643 

DETAILED ACTION 

The amendment filed 4/13/2009 is acknowledged. 
Claims 1-74, 85, and 99-103 are pending. 

Claims 5-33, 35-65, 69-74, drawn to non-elected claims by species election, are 
withdrawn from consideration. 

Claims 1-4, 34, 66-68, 85 and 99-103 are examined on the merits. Claims 67 and 68 
were examined to the extent that they read on A549 cells. 



Claim Rejections Maintained: 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-4, 34, 67, 85, and 99 remain rejected under 35 U.S.C. 103(a) as being 
obvious over LaTemple-II (LaTemple-II, D. C. et al, Cancer Research, 56: 3069-3074, 
1996; cited in the IDS) in view of Link, Jr.-II (Link, Jr., et al., US 5,869,035 A; issued Feb. 
9, 1999; of record), in view of Larsen (Larsen, R. D. et al., Proc. Natl. Acad. Sci, USA, 86: 
8277-8231, 1989), and further in view of ATCC (ATCC Cell Lines and Hybridomas, 8 th 
edition, 1994, page 100; of record) for the reasons of record. 

Applicants submit that the rejection is improper and the claimed invention is not obvious 
because the use of allogeneic vaccines was discouraged in the art, the results achieved in the 
present application are unexpected in light of the teachings in the art, and combining Link, Jr.-II 
with LaTemple-II would change the principle operation of Link, Jr.-II. 

With respect to the assertion that the use of allogeneic vaccines was discouraged in the 
art, applicants discuss the teachings of LaTemple-II, stating that the teaching of LaTemple-II is 
merely a passing comment that expresses considerable uncertainty as to the potential success of 
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this approach. This is not persuasive because LaTemple-II states that "A similar in vivo 
opsonization may be achieved with vaccinating cell lines (e.g. melanoma cell lines) treated with 
neuraminidase and ral,3GT or undergoing stable transfection with al,3GT cDNA, as we have 
described previously (53)." Applicants further state that the art clearly demonstrated that 
allogeneic vaccines were dangerous and ineffective when used as an anti-cancer vaccine, and 
cites Galili (Galili, U., et al. J. Hematotherapy & Stem Cell Research 10: 501-51 1 at 508 2 nd 
col, 2001; cited in IDS). This is not found persuasive because Galili, while stating one benefit 
of using an autologous vaccine, does not expressly teach that the use of allogeneic vaccines are 
dangerous or ineffective. Furthermore, even if one could stretch the teachings of Galili as 
implying that there is a risk posed by allogeneic vaccines due to the introduction of pathogens 
into patients, Galili points out that the vaccinating cells are irradiated (as are the cells of the 
claim) and that irradiation should remove pathogens that may accidentally be present in the 
vaccine. 

Applicants state that Galili effectively discredits any motivation to use allogeneic 
vaccines as set forth in LaTemple-II, that Galili is published close in time to the present 
application and more accurately represents the knowledge in the art at the time of the invention, 
and that Galili would have expressly guided one of ordinary skill away from the present 
invention using allogeneic cells and towards autologous cells. This is not found persuasive 
because the implied preference for autologous vaccines in Galili is not expressly taught. The fact 
that Galili discusses one potential minimization of vaccination risk (lack of pathogens in an 
autologous vaccine) does not present a clear guidance away from the use of allogeneic vaccines. 
Because Galili does not actually present a discussion of the pros and cons of using autologous 



Application/Control Number: 10/682,178 Page 5 

Art Unit: 1643 

versus allogeneic tumor cells as vaccine, the publication date with respect to that of LaTemple-II 
is not a factor in weighing the teachings of the two references. 

With respect to the unexpected nature of the results in light of the teachings in the art, 
applicants discuss the teachings of Chamberlain (Chamberlain, R.S. et al, Expert Opinion on 
Pharmacotherapy, 1(4): 603-614, 2000, at page 606, 1st col.; of record). Applicants point out 
that for trials involving autologous cells, the cancer vaccines are advancing and showing positive 
results, whereas for allogeneic vaccines, the results are significantly worse. This is not 
persuasive to the examiner. Chamberlain characterizes all of the potential cancer vaccines 
comprising cancer cells as having little if any clinical meaningful results in the treatment of 
established tumor (page 605). Furthermore, the first clinical trial that is discussed in 
Chamberlain with positive results concerns an allogeneic cell lysate vaccine (page 606). 

Applicants point to Examples 5, 6 and 7 in the specification and state that contrary to the 
teachings and expectations in the art, alphaGal allogeneic vaccine compositions comprising 
cancer cell lines are effective in prevention and treatment of cancer. While the examiner does 
not disagree that examples 5, 6 and 7 demonstrate that the claimed invention is enabled, this is 
not the equivalent of providing evidence that the claimed compositions have unexpected 
properties. In asserting unexpected results or unexpected properties, applicants must present 
evidence. MPEP 2145 states that a showing of unexpectedly improved properties, unexpected 
properties, or unexpected results must be based on evidence, not argument or speculation. 
Additionally, the evidence must be reasonably commensurate in scope with the claimed 
invention. 
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With respect to the argument that combination of Link, Jr. -II with La Temple-II would 
change the principle of operation of Link, Jr. -II, applicants refer to In re Ratti, 270 F.2d 810, 123 
USPQ 349 (CCPA 1959), and applicants state that Link, Jr. -II represents a "suicide gene 
therapy" approach to cancer treatment whereas La Temple-II discusses a true cancer vaccination 
strategy. This is not found persuasive because Link, Jr.-II is cited to provide a teaching of a 
specific nucleic acid molecule (SEQ ID NO: 1), and a method for transforming a tumor cell line, 
not for its method of use of cells transformed with an a(l,3) galactosyltransferase encoding 
polynucleotide. Link, Jr.-II is included in the rejection to show that a polynucleotide sequence 
comprising the nucleotide sequence of SEQ ID NO: 1 is in the prior art and has been used to 
transform tumor cells. The fact that Link, Jr.-II used the cell line in a different method than the 
method proposed in the present application for the claimed cells does not remove Link, Jr.-II as 
prior art because the claims are drawn to products which have not been shown to be structurally 
limited by an intended use. Applicants have not responded by showing whether there is a 
structurally difference between the nucleic acid of Link, Jr.-II and the nucleic acid of the present 
application. 

Applicants' arguments have been carefully considered, but are not found persuasive, and 
the rejection is maintained for the reasons of record. 

Claims 1-4, 34, 66, 67, 85, 99, 102 and 103 remain/are rejected under 35 U.S.C. 
103(a) as being obvious over LaTemple-II (LaTemple-II, D. C. et al, Cancer Research, 56: 
3069-3074, 1996; cited in the IDS) in view of Link, Jr.-II (Link, Jr., et al., US 5,869,035 A; 
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issued Feb. 9, 1999; of record), in view of Larsen (Larsen, R. D. et al., Proc. Natl. Acad. Sci, 
USA, 86: 8277-8231, 1989), in view of ATCC (ATCC Cell Lines and Hybridomas, 8 th 
edition, 1994, page 100; of record), and further in view of Berd (US 6,333,028; issued Dec. 
25, 2001; effective filing Aug. 14, 1998; of record) for the reasons of record. This rejection 
is applied to new claims 102 and 103. 

Applicants argue that Berd fails to supply the teachings that are lacking in LaTemple-II, 
Link, Jr.-II, Larsen and ATCC with respect to whether the prior art teaches away from using 
allogeneic cells in vaccines. Applicants' argument is based on the argument that the 
combination of LaTemple-II, Link, Jr.-II, Larsen and ATCC fail to render obvious allogeneic 
tumor cells that comprise an a(l,3) galactosyltransferase encoding polynucleotide, and that the 
inclusion of Berd fails to remedy this. As discussed above, applicants' arguments with respect to 
the use of allogeneic cells in therapeutic tumor cell compositions was not found persuasive. 
Therefore, the rejection is maintained for the reasons of record. 

With respect to new claims 10 2 and 103 which cells in an "effective amount" or present 
in a range of cell concentrations that "effective" amounts, applicants attention is drawn to Berd, 
column 7, lines 54-63, which teaches how to determine effective amounts for cell vaccines, and 
teaches examples that are within the range recited in claim 103. Therefore, the rejection is 
applied to new claims 102 and 103. 

Claims 1-4, 34, 67, 85, and 99-103 remain/are rejected under 35 U.S.C. 103(a) as 
being obvious over LaTemple-II (LaTemple-II, D. C. et al, Cancer Research, 56: 3069- 
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3074, 1996; cited in the IDS) in view of Link, Jr.-II (Link, Jr., et al., US 5,869,035 A; issued 
Feb. 9, 1999; of record), in view of Larsen (Larsen, R. D. et al., Proc. Natl. Acad. Sci, USA, 
86: 8277-8231, 1989), in view of ATCC (ATCC Cell Lines and Hybridomas, 8 th edition, 
1994, page 100; of record), and further in view of Pardoll (US 6,187,306; Feb. 13, 2001; 
effective filing date of Aug. 16, 1996) for the reasons of record. This rejection is applied to 
new claims 102 and 103. 

Applicants argue that Pardoll fails to supply the teachings that are lacking in LaTemple- 
II, Link, Jr.-II, Larsen and ATCC with respect to whether the prior art teaches away from using 
allogeneic cells in vaccines. Applicants' argument is based on the argument that the 
combination of LaTemple-II, Link, Jr.-II, Larsen and ATCC fail to render obvious allogeneic 
tumor cells that comprise an a(l,3) galactosyltransferase encoding polynucleotide, and that the 
inclusion of Pardoll fails to remedy this. As discussed above, applicants' arguments with respect 
to the use of allogeneic cells in therapeutic tumor cell compositions was not found persuasive. 
Therefore, the rejection is maintained for the reasons of record. 

With respect to new claims 10 2 and 103 which cells in an "effective amount" or present 
in a range of cell concentrations that "effective" amounts, applicants attention is drawn to 
Pardoll, column 12, lines 1 1-65, which teaches how to determine effective amounts for cell 
vaccines, and teaches examples that are within the range recited in claim 103. Therefore, the 
rejection is applied to new claims 102 and 103. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 



Claims 1-5, 66, 67, 68, 85 and 99-103 are/remain provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-14 of 
copending Application No. 1 1/013,685. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the claims of application no. 1 1/013,685 are 
drawn to a sub-genus of compositions encompassed by the claims of the instant application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicants' remarks are noted with respect to the possibility of filing a terminal 
disclaimer should allowable subject matter be identified. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne Holleran, whose telephone number is (571) 272-0833. The 
examiner can normally be reached on Monday through Friday from 9:30 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Larry 
Helms, can be reached on (571) 272-0832. Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the Group receptionist whose 
telephone number is (571) 272-1600. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The Official Fax number for Group 1600 is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair -direct.usp^ Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Anne L. Holleran 

Patent Examiner 

July 21, 2009 

/Alana M. Harris, Ph.D./ 

Primary Examiner, Art Unit 1643 



